AMENDED IN SENATE JUNE 3, 2003
AMENDED IN SENATE MAY 1, 2003
AMENDED IN SENATE APRIL 21, 2003

SENATE BILL No. 322

Introduced by Senator Ortiz

February 19, 2003

An act to adénd repealSections 125118, 125119, 125126325121,
and-125122and 12512%e of the Health and Safety Code, relating to
medical research.

LEGISLATIVE COUNSELS DIGEST

SB 322, as amended, Ortiz. Stem cell researehproeposals

Existing law states the policy of the state that research involving the
derivation and use of human embryonic stem cells, human embryonic
germ cells, and human adult stem cells from any source, including
somatic cell nuclear transplantation, shall be permitted and that full
consideration ofhe ethical and medical implications of this research be
given, and that research involving the derivation and use of these cells
shall be reviewed by an approved institutional review board.

This bill would require the-Birector—ef-th8tate Department of
Health Serwces te—es%&b%h—a—l%me&n%%em—eeH—Rese&Feh—Rewew

%he—eeuﬂerl—todevelop gwdellnes for research mvolvmg the derivation
or use of human embryonic stem cells in the state—Hre—bili-would



derivation-emse-ef-human-embryenicstem-cells- Dilbwould require

all human embryonic stem cedlsearch prOJects—eeHeeFmﬂg—Horrs—toplc
to be reviewed and approved by an institutional review bdRl) that

is establlshed in accordance with federal regulatlaa$pe0|f|ed

Thisbill would require anlRB to conduct continuing review of human
stemcell research projects, as specified, and would authorize an IRB to
require modifications to the plan or design of a continuing research
project before permitting the research to continue. This bill would
requireIRBs to eport to the department, as specified, and waetplire
the department to report to the Legislature on human embryonic stem
cell research activityThis bill would make these provisions inoperative
on June 30, 2006, and would repeal them as of January 1, 2007.

Vote: majority. Appropriation: no. Fiscal committee: vyes.
State-mandated local program: no.

The people of the State of California do enact as follows:

SECTION 1. (a) The Legislature finds and declares all of the
following:

(1) Isolation of human embryonic stem cells represents a major
step forward in human biology and has generated much interest
among scientists and the public, particularly among patients and
their advocates regarding the benefits of human embryonic stem
cells and stem cell research.

(2) Becausé&auman embryonic stem cells can give rise to many
different types of cells, such as muscle cells, nerve cells, heart
cells, and others, they are enormously important to science and
hold great promise for advances in health care.

(3) Research using human embryonic stem cells may help
scientists generate cells and tissue that could be used for
transplantatiomnd may someday be used as replacement cells and
tissue to treat many diseases and conditions, including Parkinson’s
disease, spinal injury, stroke, burns, heart disease, diabetes, and
arthritis.
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(4) Research involving human embryonic stem cells may also
improve understanding of the complex events that occur during
normal human development and what causes diseases and
conditions including birth-defectdefects, pediatric brain injury,
and cancer, and may improve the way new drugs are developed
and tested for safety and efficacy.

(5) In view of the scientific and medical benefits that may result
from research using human embryonic stem cells, it is essential
that this research be supported and encouraged. However, in view
of the ethical, legal, and social issues relevant to human embryonic
stem cell research, it is essential that this researeh-be-subjected to
eve%ggh{—nwe—s%mgem—manﬁa%asseeﬁed—m%h%#admonal

ess.
subject to oversight that complements and goes beyond the
oversight of human subject research provided by the Office for
HumanResearch Protections within the United States Department
of Health and Human Services.

(6) The National Institutes of Health currently has no
comprehensive guidelines concerning the ethieghl| and social
issues involved with the derivation and use of human embryonic
stem cells in medical research.

(b) Therefore, it is the intent of the Legislature-te-establish a
state—entity—tothat the State Department of Health Services
develop guidelines for human embryonic stem cell research in

Californiaand-tereviewresearch-projectsinvelving-the-derivation

erdse-of-human-embryeniestem-eellste-ensurethat theseprojects

are-conducted-inan-appropriate-manherand-cemplyinvibinder

to ensure that thisasearch iguided byethical and legal standards.
SEC. 2. Section 125118 is added to the Health and Safety

Code, to read:

125418—(a)Fhe-directorshall-establish-a Human-Stem Cell
ResearchReview-Cedncil.
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SEC—3—Section125119-isaddedtothe Health—and-Safety
Cedetoread:

125419 —(a)—Fhe-eoeuncil

125118. (a) The departmershall develop guidelines for
researchnvolving the derivation or use of human embryonic stem
cells in-Calferniaand-forreview-ofresearchprojectsiavelving the
derivation-erdse—of-human-—embryeniestem—cells-Caltfornia.

California.

(b) In developing the guidelines specified in subdivision (a),
the—eeuneildepartmenmay consider other applicable guidelines
developed or in use in the United States and in other countries,
including, but not limited to, the Guidelines for Research Using
Human Pluripotent Stem Cells developed by the National
Institutes of Health and published in August 2000, and corrected
in November 2000.

(c) This section shall become inoperative on June 30, 2006,
and, as of January 1, 2007, is repealed, unless a later enacted
statute that is enacted before January 1, 2007, deletes or extends
the dates on which it becomes inoperative and is repealed.

SEC4—Seeton125120

SEC. 3. Section 125119 added to the Health and Safety
Code, to read:

125120

125119. (a) (1)All research projects involving the
derivation omse of human embryonic stem cells shall be reviewed
and approved by an institutional review board that is established
in accordance with federal regulatignéncluding Part 46
(commencing with Section 46.101) of Subchapter A of Subtitle A
of Title 45 of the Code of Federal Regulatiopgpr to being
undertaken. Any such institutional review-beard-shal-ensure that
&Hy—pfejeet—that—ﬂ—Fewews—mee%s—&Hd—eemplms\Mniard shall,
in its review of human embryonic stem cell research projects,
consider and applthe guidelines developed by the—eeuncil
departmenpursuant to-Seetion-125119.
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projeets. Section 125118. An institutional review board may
require modifications to the plan or design of a proposed human
embryonic stem cell research project as a condition of approving
the research project.

(2) For purposes of this article, “IRB” means an institutional
review board described in paragraph (1).

(b) Not less than once per year, an IRB shall conduct continuing
review of human embryonic stem cell research projects reviewed
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andapproved under this section in order to ensure thatdkearch
continues to meet the standards for IRB approval. Pursuant to its
review in accordance with this subdivision, an IRB may revoke its
prior approval of research under this section and require
modifications tdhe plan or design of a continuingsearch project
before permitting the research to continue.

(c) This section shall become inoperative on June 30, 2006,
and, as of January 1, 2007, is repealed, unless a later enacted
statute that is enacted before January 1, 2007, deletes or extends
the dates on which it becomes inoperative and is repealed.

SEC. 4. Section 125120 is added to the Health and Safety
Code, to read:

125120. (a) Each IRB that has reviewed human embryonic
stem cell research pursuant to Section 125119 shall report to the
department, annually, on the number of human embryonic stem
cell research gjects that the IRB has reviewed, and the status and
disposition of each of those projects.

(b) Each IRB shall also report to the department regarding
unanticipated problems, unforeseen issues, or serious continuing
investigator noncompliance with the requirements or
determinations of the IRB with respect to the review of human
embryonicstem cell esearch mjects, and the actions taken by the
IRB to respond to these situations.

(c) This section shall become inoperative on June 30, 2006,
and, as of January 1, 2007, is repealed, unless a later enacted
statute that is enacted before January 1, 2007, deletes or extends
the dates on which it becomes inoperative and is repealed.

SEC. 5. Section 125121 is added to the Health and Safety
Code, to read:

125121. (a) The department shall at least annually review
reports from IRBs pursuant to Section 125120, and may revise the
guidelines developed pursuant to Section 125118, as it deems
necessary.

(b) The department shall report annually to the Legislature on
humanembryonic stem celésearch activityThese annuakports
shall be compiled from the reports from IRBs pursuant to Section
125120.

(c) This section shall become inoperative on June 30, 2006,
and, as of January 1, 2007, is repealed, unless a later enacted
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1 statute that is enacted before January 1, 2007, deletes or extends
2 the dates on which it becomes inoperative and is repealed.
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